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Official Action Dated November 24, 2003 

REMARKS 

The Official Action dated November 24, 2003 has been carefully considered. 
Accordingly, the changes presented herewith, taken with the following remarks, are 
believed sufficient to place the present application in condition for allowance. 
Reconsideration is respectfully requested. 

By the present Amendment, the specification is amended to reflect the priority claim 
under 35 U.S.C. § 119(e). Claim 1 is amended to include a limitation from claim 9, claims 
9 and 11 are cancelled and claims 12-14, 16 and 17 are amended for matters of form and 
clarity. Finally, claim 25 is amended to recite a kit comprising a plurality of the test 
devices of claim 1, and claim 29 is added. Support for claim 29 may be found throughout 
the specification, including the Figures. It is believed that these changes do not involve any 
introduction of new matter, whereby entry is believed to be in order and is respectfully 
requested. 

In the Official Action, the Examiner made the restriction requirement under 35 
U.S.C. §121 final and withdrew claims 22-24 from examination. However, the Examiner's 
attention is direct to the TCI 600 Restriction Practice Action Plan appearing at www.uspto. 
gov/web/patents/restrictionl600.htm, a copy of which is attached. Attention is also 
directed to MPEP 821.04, Rejoinder, which states that if applicant elects claims directed to 
a product, and a product claim is subsequently found allowable, withdrawn process claims 
which depend from or otherwise include all the limitations of the allowable product claim 
will be rejoined. As claims 22-24 depend from claim 1, and therefore include all the 
limitations of claim 1, Applicants request rejoinder and allowance of claims 22-24 upon the 
allowance of claim 1 . 
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Claims 1-21 and 25-28 were rejected under 35 U.S.C, §112. second paragraph, as 
being indefinite. The Examiner questioned the recitations of "adapted to" in claim 1 and 
questioned what constitutes at least one other assay component in claim 25. 

This rejection is traversed and reconsideration is respectfully requested. More 
particularly, claim 1 recites that the separation means are mounted in a movable 
relationship with the liquid containers between a first position wherein the separation means 
prevent liquid contact of the flow matrix with the liquid containers, and a second position 
where the separation means permit liquid receiving contact of the flow matrix with the 
liquid containers. The "adapted to" phrases have been omitted from claim 1. Moreover, 
claim 25 recites a test kit which comprises a plurality of the test devices of claim 1, and the 
phrase "at least one other assay component" has been omitted. It is therefore believed that 
claims 1-21 and 25-28 are definite in accordance with the requirements of 35 U.S.C. §112, 
second paragraph, whereby the rejection has been overcome. Reconsideration is 
respectfully requested. 

Claims 1-8, 10, 12, 13, 19, 20, 21, 27 and 28 were rejected under 35 U.S.C. 
§102(b) as being anticipated by the Ramel et al U.S. Patent No. 5,260,221. The Examiner 
asserted that Ramel et al disclose methods and apparatus for the measurement of an analyte 
employing a continuous flow path which has a sample receiving region as an internal region 
and which is brought into contact with adjacent two regions to serve as a bridge. The 
Examiner asserted that prior to the addition of sample, the sample receiving region is 
inhibited from transport of fluid to complete the path, and after receiving sample, the 
sample receiving region acts as a bridge between first and second portions of the path. 
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However, Applicants submit that the test devices defined by claims 1-8, 10, 12, 13, 
19, 20, 21, 27 and 28 are not anticipated by Ramel et al and are patentably distinguishable 
therefrom. Accordingly, this rejection is traversed and reconsideration is respectfully 
requested. 

More particularly, as defined by claim 1, the present invention is directed to a test 
device for conducting an assay for the determination of an analyte in a sample. The test 
device comprises a housing, and within the housing, a flow matrix allowing liquid to be 
transported by capillary action. The flow matrix has at least one zone with immobilized 
capturing agent capable of directly or indirectly binding to the analyte. The test device 
further comprise a liquid container for sample liquid, at least one liquid container for liquid 
other than sample liquid in the form of an absorbent pad or sponge, and separation means 
between the flow matrix and the liquid containers. The separation means are mounted in 
movable relationship with the liquid containers between a first position wherein the 
separation means prevent liquid contact of the flow matrix with the liquid containers, and a 
second position wherein the separation means permit liquid receiving contact of the flow 
matrix with the liquid containers. 

Ramel et al disclose a self-contained assay device wherein two strips are separated 
by a gap and a flow path is completed by movement of a sample receiving pad into the gap 
(Abstract). With reference to Fig. 1, a slide 12 is moved to the right to align the sample 
receiving region 28 to fill the gap between strips 20 and 22. Movement of the slide 12 also 
pierces a foil pouch in well 32 to release transport solution. 

However, Applicants find no teaching or suggestion by Ramel et al relating to a test 
device as defined by claim 1 , particularly wherein separation means are mounted in a 
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movable relationship with respect to a liquid container for sample liquid and at least one 
liquid container for liquid other than sample liquid in the form of an absorbent pad or 
sponge, between a first position wherein the separation means prevent liquid contact of the 
flow matrix with the liquid containers and a second position wherein the separation means 
permit liquid receiving contact of the flow matrix with the liquid containers. Particularly, 
in the Ramel et al device, if the sample receiving region 28 is viewed as the liquid container 
for sample liquid, the Ramel et al device does not include separation means mounted in a 
movable relationship with respect to the sample receiving region 28. Rather, the sample 
receiving region 28 is moved relative to the flow matrix. Moreover, Applicants find no 
teaching or suggestion by Ramel et al relating to such a device wherein at least one liquid 
container for liquid other than sample liquid is in the form of an absorbent pad or sponge. 
To the contrary, Ramel et al disclose a well 32 housing a sealed foil pouch containing the 
transport solution. 

Anticipation under 35 U.S. C. §102 requires that each and every element as set forth 
in the claims is found, either expressly or inherently described, in a single prior art 
reference. In re Robertson, 49 U.S.P.Q.2d 1949, 1950 (Fed Cir. 1999). In view of the 
failure of Ramel et al to teach a device as presently claimed, wherein a separation means is 
mounted in a movable relationship with a liquid container for sample liquid and at least one 
liquid container for liquid other than sample liquid, and having at least one liquid container 
for liquid other than sample liquid in the form of an absorbent pad or sponge, Ramel et al 
do not disclose each and every element of the presently claimed test device. Thus, Ramel 
et al do not anticipate the present claims under 35 U.S. C. §102. Accordingly, the rejection 
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of claims 1-8, 10, 12, 13, 19, 20, 21, 27 and 28 under 35 U.S.C. §102 has been overcome. 
Reconsideration is respectfully requested. 

Finally, claim 25 was rejected under 35 U.S.C. § 103(a) as being unpatentable over 
Ramel et al in view of the Foster et al U.S. Patent No. 4,444,879. The Examiner relied on 
Foster et al as disclosing a kit containing an apparatus, reagents and instructions. The 
Examiner asserted it would have been obvious to place the device of Ramel et al in a kit 
arrangement as taught by Foster et al. 

However, Applicants submit that the kit defined by claim 25 is nonobvious over and 
patentably distinguishable from the combination of Ramel et al in view of Foster et al. 
Accordingly, this rejection is traversed and reconsideration is respectfully requested. 

More particularly, claim 25 is directed to a kit for conducting an assay method, 
which comprises a plurality of test devices as defined in claim 1. Ramel et al, on the other 
hand, fail to teach or suggest a test device as defined in claim 1. As noted above, Ramel et 
al fail to teach or suggest a test device as claimed and including separation means between 
the flow matrix and the liquid containers, mounted in a movable relationship with a liquid 
container for sample liquid and at least one liquid container for liquid other than sample 
liquid, particularly wherein the at least one liquid container for liquid other than sample 
liquid is in the form of an absorbent pad or sponge. While Foster et al disclose kits for 
immunoassays. Applicants find no teaching or suggestion by Foster et al for resolving the 
deficiencies of Ramel et al with respect to the test device of claim 1. Thus, the 
combination of Ramel et al and Foster et al does not teach or suggest a kit comprising a 
plurality of test devices as defined in claim 1, and therefore does not render claim 25 
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obvious. Accordingly, the rejection of claim 25 under 35 U.S.C. §103 has therefore been 
overcome. Reconsideration is respectfully requested. 

It is believed that the above represents a complete response to the rejections under 
35 U.S.C. §§ 102, 103 and 112, second paragraph, and places the present application in 
condition for allowance. Reconsideration and allowance of claims 1-8, 10, 12-21 and 25- 
29, together with non-elected claims 22-24, are respectfully requested. 



Respectfully submitted, 




Holly D. Kozlowski/Reg. No. 30,468 
DINSMORE & SHOHL LLP 
1900 Chemed Center 
255 East Fifth Street 
Cincinnati, Ohio 45202 
(513) 977-8568 
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